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A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/21/04 has been entered. 

Following entry of the amendment claims 60-63 and 80-82 are pending. The 
amendment has necessitated the following new grounds of rejection 

Claims 60-63 and 80-82 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The claims contain new matter. 

Applicant's amendment has inserted the modifier "ex vivo" in order to overcome 
the previously stated lack of utility rejection and has urged that specification pages 38- 
40 show a utility for the claimed complexes in binding assays for "evaluating the binding 
affinity of the polypeptide to the receptor." 

The examiner, however, fails to find that the claimed complexes of a polypeptide 
having an altered Fc polypeptide and an Fc. Gamma. R allotype are therein disclosed. 
Specifically the complexes that are formed in the assay consist of more components. 
For example page 38, lines 10-15 teach a trimolecular immune complex of a) the Fc 
region containing polypeptide, b) a first target molecule... , and c) a second target 
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molecule... This trimolecular immune complex is what is then used to form a complex 
with the Fc. Gamma. R. Applicant's claim on the other hand would encompass a 
complex that consists merely of component a), i.e. The Fc region containing 
polypeptide per se, and the Fc. Gamma. R. Applicant's claims thus encompass 
embodiments not originally disclosed. 

At the minimum, applicant could claim a complex formed of components a) and 
b), which are then, in turn, complexed to the Fc. Gamma. R. See disclosure at page 38, 
lines 27-30. 

The lack of utility/ how to use rejection is maintained infra. 

Claims 60-63 and 80-82 are rejected under 35 U.S.C. 101 because the claimed 
invention is not supported by either a specific and substantial asserted utility or a well- 
established utility. 

Applicant has disclosed no utility for the claimed complexes 

Claims 60-63 and 80-82 are also rejected under 35 U.S.C. 1 12, first paragraph. 
Specifically, since the claimed invention Is not supported by either a use asserted utility 
or a well established utility for the reasons set forth above, one skilled in the art clearly 
would not know how to use the claimed invention. 

Applicant has urged that the rejection has been overcome by insertion of "ex 
vivo" and by arguing that pages 38-40 teach that the claimed complex would have a use 
in assays for evaluating binding affinity. This argument is not persuasive because, as 
noted supra concerning new matter, the claimed complexes are not those that are 
formed in the disclosed assays, at pages 38-40, for the evaluation of binding affinity. 
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Indeed applicant's teachings indicate that the binding affinity of an Fc containing 
polypeptide per se for a Fc. Gamma. R is "relatively weak" (page 38, line 9). Applicant 
thus found that assays that would form the claimed complex were not suitable and 
teaches away therefrom. Given these teachings, the examiner does not consider the 
arguments presented for utility to be consistent with the specification disclosure. 

Applicant's urgings filed on 4/21/04 have been considered but are unconvincing 
of utility. 

The prior art rejections of record are maintained infra. 

Claims 60-63 and 80-82 are rejected under 35 U.S.C. 102((b) or (e)) as 
anticipated by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Idusogie et 
al (WO 99/51 642 or US 6,242, 1 95). 

Claims 60-63 and 80-82 are rejected under 35 U.S.C. 102(e) as anticipated by 
or, in the alternative, under 35 U.S.C. 103(a) as obvious over Idusogie et al (6,528,624). 

Applicant considers that the rejections of record have been overcome by 
inserting "ex vivo" as a claim limitation not taught by Idusogie et al. The examiner sees 
the limitation of "ex vivo" as being essentially a product by process limitation; as such 
the nature of the noncovalent bond must be considered for what it is per se and not how 
it may have been formed. The office considerers that there is no material difference in 
the nature of the noncovalent bonds formed between an Fc containing polypeptide and 
Fc. Gamma. R in vivo and ex vivo. Thus the nature of the noncovalent bond that would 
be formed in vivo, as taught by Idusogie et al, is the same as that of the noncovalent 
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bond that would be formed ex vivo. The teachings of Idusogie et a! thus remain 
applicable. 

It is to be noted that nothing in applicant's amended claims requires that the 
complex of the Fc polypeptide and Fc receptor exist as an isolated complex ex vivo (or 
in vivo). The limitation "ex vivo" merely disclosed the nature of the non covalent bond, 
and as indicated supra, the nature of the noncovalent bond is the same when it is 
formed in vivo. Since applicant's claim scope is open, the claim still reads upon the Fc 
containing polypeptides of Idusogie et al that are non-covalently bound to Fc. Gamma. 
R on cells in vivo. 

Applicant's urgings filed 12/21/04 have been considered but are unconvincing 
that the prior art rejection should be withdrawn. 

Applicant is advised that should claim 80 be found allowable, claim 63 will be 
objected to under 37 CFR 1 .75 as being a substantial duplicate thereof. When two 
claims in an application are duplicates or else are so close in content that they both 
cover the same thing, despite a slight difference in wording, it is proper after allowing 
one claim to object to the other as being a substantial duplicate of the allowed claim. 
See MPEP § 706.03(k). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Saunders whose telephone number is (571 ) 272- 
0849. The examiner can normally be reached on Monday to Thursday from 8 AM to 
5:30 PM and on alternate Fridays. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached on (571 ) 272-0841 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions oh access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Saunders/LR 
May 20, 2005 



DAVID SAUNDERS 
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